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Dear Mr. Mendelson:

On August 5 you wrote the Commrssroner Food and Drug Admrmstratron expressmg a
concern about the Agency fallure to provide a tlmely response to Citizen Petition Docket No.
99P-0033. I am responding to your letter on behalf of the Commissioner and providing a
tentative response as perrmtted under 21 CFR 10 30(e)(2)(u1)

Citizen Petition (CP) No. 99P-0033, received on J anuary 7,1999, seeks amendmentsto 21 CFR
589.2000. (Substances Prohibited From Use in Animal Food or Feed; Ammal Protems
Prohibited in Ruminant Feed, finalized at 62 FR 30936 June 5, 1997).

According to the administrative regulations at 21 CFR 10.30, the FDA is to respond toa CP

within 180 days. Inrespect to CP'99P-0033, FDA is currently cons1der1ng the issues raised, the
~ many comments received to it, and the current scientific publications dealing with the spread

of transmissible spongrform encephalophathres Because of the complex nature of the action
requested, which requn'es careful and thorough scientific, legal, and policy consultatlon and
" analysis, FDA wrll requrre addrtlonal trme to xssue the ﬁnal response

FDA will issue the final response upon completlon of our analysrs of the CP comments on rt:
sent to the Docket and the resqunon of any screntr_ﬁc, legal or poI‘ Yy ‘

icy 1ssues
Sincerely yours - '
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Stephen F. Sundlof, D.V.M., Ph.D.
Director, Center for Veterinary Medicine
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